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~ 7^76 MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under tine provisions of 37 CFR 1 .136(a). In no event, fiowever, may a reply be timely fiied 
after SiX (6) MONTHS from the mailing date of tfiis communication. 

- if NO period for reply Is specified above, tfie maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 31 October 2011 . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n An election was made by the applicant in response to a restriction requirement set forth during the interview on 

; the restriction requirement and election have been incorporated into this action. 

4) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

5) ^ Claim(s) 1 and 3-10 \s/are pending in the application. 

5a) Of the above claim(s) 7,8 and 10 is/are withdrawn from consideration. 

6) n Glaim(s) is/are allowed. 

7) 13 Claim(s) 1.3-6 and 9 is/are rejected. 

8) \3 Claim(s) is/are objected to. 

9) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

1 0)n The specification is objected to by the Examiner. 

1 1 )□ The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

12) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. § 119 

1 3) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)nAII b)n Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) ^ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 10/31/2011 . 6) □ Other: . 

PTOL-326 (Rev. 03-1 1 ) Office Action Summary Part of Paper No./Mail Date 201 1 1221 
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DETAILED ACTION 

It is noted that the Examiner in charge of this application has changed. Please 
address all future correspondence to Examiner Dennis Parad in Art Unit 1 61 2. 

Applicant's arguments, filed on 10/31/2011, have been fully considered. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found In a prior Office action. 

Status of the Claims 

Cancellation of claim 2 Is acknowledged. Claim 1 and claims 3-6 and 9, which 
Incorporate the limitations of base claim 1 , have now been amended such that the 
scope of the claims now requires a pharmaceutical oral dosage to contain 0.2 to 2.5 
parts by weight of tromethamine per one part by weight of non-steroid anti-inflammatory 
drug ("NSAID"). 



Information Disclosure Statement 

The information disclosure statement filed on 10/31/201 1 is acknowledged. 
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Claim Rejections - 35 USC § 103 
Claims 1-6 and 9 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Penkler et al (WO 97/18245) in view of Ream et al (U.S. Patent 
Application Pub. No. 2003/0003152) for reasons set forth in the Office Action 
dated 07/29/2011. 

In the reply filed 10/31/201 1 , Applicant traversed the rejection for the following 
reasons: 

(1 ) None of the cited documents suggest how to avoid the throat-irritating 
effect of ibuprofen, naproxen, and flurbiprofen. 

(2) None of the cited art disclose or suggest the specific range of 0.2 to 2.5 
parts by weight of tromethamine per one part by weight of NSAID nor do they provide a 
reasonable expectation of the benefits flowing therefrom. 

(3) The experimental results drawn from the Table on pages 8-9 allegedly 
possess evidence of unexpectedly superior properties. 

This is not found persuasive. 

In response to Applicant's argument that neither Penkler et al nor Ream et al 

teach or suggest how to avoid the throat-irritating effect of ibuprofen, naproxen, and 
flurbiprofen, the fact that applicant has recognized another advantage which would flow 
naturally from following the suggestion of the prior art cannot be the basis for 
patentability when the differences would othenwise be obvious. See Ex parte Obiaya, 
227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). 
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Applicant's assertion that none of the cited art teach or suggest the range of 0.2 
to 2.5 parts by weight of tromethamine per one part by weight of NSAID is unfounded. 
Penkler et al specifically teach formulation having a weight ratio ranging from 1 :1 to 
100:1 parts by weight of tromethamine to naproxen (pages 7, lines 15-22 to page 8, 
lines 1 -1 0). It would have been prima facie obvious to one of ordinary skill in the art to 
optimize the concentration range to 0.2 to 2.5 parts by weight of tromethamine to 
naproxen for reasons set forth on pages 7-8 in the Office Action dated 07/29/201 1 . 
Moreover, Penkler et al further teach that the weight ratio of hydroxylamines (i.e. 
tromethamine) to the remaining pharmaceutical components can be modulated to 
increase the taste making effects of the complex and, thus, to give a more palatable 
pharmaceutical formulation (Page 12, lines 13-17). 

As to Applicant's allegation of unexpected results, Applicant must compare the 
claimed subject matter with the subject matter of the prior art to be effective to rebut a 
prima facie case of obviousness. Here, the claims require a pharmaceutical 
composition comprising glycine, tromethamine, and a NSAID wherein the 
pharmaceutical composition contains from 0.2 to 2.5 parts by weight of tromethamine 
per one part by weight of NSAID. In order to compare the efficacy of the particular 
weight range, Applicant needs to provide evidence that demonstrates that the particular 
weight ratio range is advantageous over the same composition having a different weight 
ratio. The comparative results of palatability set forth on pages 8-9 of the Specification, 
however, do not compare tromethamine to NSAID weight ratio ranges with 
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compositions liaving the same active ingredients. Furthermore, some of the 
compositions that are compared have identical weight ratios. 

For example. Solution G, which Applicant indicates corresponds to the elected 
invention, comprises a NSAID, tromethamine, and glycine (see page 4 of the 
Specification). Applicant's evidence of alleged unexpected results compares the 
palatability of Solution G with the palatability results of Solutions A and D. However, 
Solutions A and D do not comprise of glycine (see pages 3 and 4 of the Specification). 
Solution A also lacks tromethamine entirely (see page 3 of the Specification). 
Moreover, Solutions D and G have the same weight ratio of tromethamine to NSAID 
(1 .5:1 ; see page 4 of the Specification). 

Solution H, which Applicant indicates corresponds to the elected invention, also 
comprises a NSAID, tromethamine, and glycine (see page 4 of the Specification). 
Applicant's evidence of alleged unexpected results compares the palatability of Solution 
H with the palatability results of Solutions B and E. However, Solutions B and E also do 
not comprise of glycine (see pages 3 and 4 of the Specification). Solution B also lacks 
tromethamine entirely (see page 3 of the Specification). Moreover, Solutions E and H 
have the same weight ratio of tromethamine to NSAID (2:1 ; see page 4 of the 
Specification). 

Finally, Solution I, which Applicant indicates corresponds to the elected invention, 
also comprises a NSAID, tromethamine, and glycine (see page 5 of the Specification). 
Applicant's evidence of alleged unexpected results compares the palatability of Solution 
I with the palatability results of Solutions C and F. However, Solutions 0 and F also do 
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not comprise of glycine (see pages 3 and 4 of tfie Specification). Solution C also lacks 
tromethamine entirely (see page 3 of the Specification). Moreover, Solutions F and I 
have the same weight ratio of tromethamine to NSAID (1 .82:1 ; see pages 4 and 5 of the 
Specification). 

Because the evidence provided by the Applicant does not properly compare the 
claimed subject matter with the subject matter of the prior art, the prima facie 
obviousness rejection is maintained. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DENNIS J. PARAD whose telephone number is 
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(571)270-3817. The examiner can normally be reached on Monday through Thursday 
and every other Friday from 8:30 a.m. to 6:00 p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, FREDERICK F. KRASS can be reached on (571) 272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Patricia A Duffy/ DENNIS J PARAD 

Primary Examiner, Art Unit 1645 Examiner 

Art Unit 1612 



